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TITLE 180 CONTROL OF RADIATION
CHAPTER 7 MEDICAL USE OF RADIOACTIVE MATERIAL
GENERAL INFORMATION

7-001 SCOPE AND AUTHORITY: 180 NAC 7 establishes requirements and provisions for the
production, preparation, compounding and use of radionuclides in the healing arts and for
issuance of licenses authorizing these activities. These requirements and provisions provide for
the radiation safety of workers, the general public, patients, and human research subjects. The
requirements and provisions of 180 NAC 7 are in addition to, and not in substitution for, others in
Title 180. The requirements and provisions of 180 NAC 1, 3, 4, 10, 13, 15, 17, and 18 apply to
applicants and licensees subject to 180 NAC 7 unless specifically exempted. The regulations are
authorized by and implement the Nebraska Radiation Control Act, Neb. Stat. Rev. 88 71-3501 to
71-3520.

7-002 DEFINITIONS: As used in 180 NAC 7, the following definitions apply:

Accredited institution means a teaching facility for nuclear medicine technology or radiation
therapy technology whose standards are accepted by the United States Department of Education.

Address of use means the building or buildings that are identified on the license and where
radioactive material may be produced, prepared, received, used, or stored.

Area of use means a portion of an address of use that has been set aside for the purpose of
receiving, using, or storing radioactive material.

Authorized medical physicist means an individual who:

1. Meets the requirements in 180 NAC 7-023.01 and 7-027; or

2. Is identified as an authorized medical physicist or teletherapy physicist on a specific
license or equivalent permit issued by the Department, Nuclear Regulatory
Commission or Agreement State; or

3. Isidentified as an authorized medical physicist on a permit issued by an Department,
Nuclear Regulatory Commission or Agreement State specific medical use license of
broad scope that is authorized to permit the use of radioactive material.

Authorized nuclear pharmacist means a pharmacist who:

1. Meets the requirements of 180 NAC 7-024.01 and 7-027; or
2. Is identified as an authorized nuclear pharmacist on a specific license or equivalent
permit that authorizes medical use, the practice of nuclear pharmacy, commercial
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nuclear pharmacy or the manufacture and distribution of radiopharmaceuticals issued
by the Department, Nuclear Regulatory Commission or Agreement State; or

3. Is identified as an authorized nuclear pharmacist on a permit issued by the
Department, Nuclear Regulatory Commission or Agreement State specific medical
use license of broad scope that is authorized to permit the use of radioactive material.

Authorized user means a physician, dentist, or podiatrist who:

1. Meets the requirements in 180 NAC 7-027 and 7-043.01, 7-047.01, 7-052.01, 7-
053.01, 7-054.01, 7-063.01, 7-066.01 or 7-084.01; or

2. Isidentified as an authorized user on a specific license or equivalent permit issued by
the Department, Nuclear Regulatory Commission or Agreement State; or

3. Is identified as an authorized user on a permit issued by an Department, Nuclear
Regulatory Commission or Agreement State specific license of broad scope that is
authorized to permit the medical use of radioactive material.

Brachytherapy means a method of radiation therapy in which plated, embedded, activated, or
sealed sources are utilized to deliver a radiation dose at a distance of up to a few centimeters, by
surface, intracavitary, intraluminal, or interstitial application.

Brachytherapy source means a radioactive source or a manufacturer-assembled source train or
a combination of these sources that is designed to deliver a therapeutic dose within a distance of
a few centimeters.

Client’'s address means the address of use or a temporary job site for the purpose of providing
mobile medical service in accordance with 180 NAC 7-038.

Dedicated check source means a radioactive source that is used to assure the consistent
response of a radiation detection or measurement device over several months or years.

Diagnostic clinical procedures manual means a collection of written procedures that describes
each method (and other instructions and precautions) by which the licensee performs diagnostic
clinical procedures; where each diagnostic clinical procedure has been approved by the
authorized user and includes the radiopharmaceutical, dosage, and route of administration, or in
the case of sealed sources for diagnosis, the procedure.

High dose-rate remote afterloader (HDR) means a device that remotely delivers a dose rate in
excess of 12 gray (1200 rads) per hour at the treatment site.

Low dose-rate remote afterloader (LDR), means a device that remotely delivers a dose rate of
less than or equal to 2 gray (200 rads) per hour at the treatment site.

Management means the individual having the authority to manage, direct, or administer the
licensee’s activities, or that persons’ designee(s).
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Manual brachytherapy means a type of therapy in which the brachytherapy sources (e.g., seeds,
ribbons) are manually applied or inserted.

Medical institution means an organization in which several medical disciplines are practiced.

Medical use means the intentional internal or external administration of radioactive material, or
the radiation from radioactive material to patients or human research subjects under the
supervision of an authorized user.

Medium dose-rate remote afterloader (MDR) means a brachytherapy device that remotely
delivers a dose rate of greater that 2 gray (200 rads) per hour, but less than 12 gray (1200 rads)
per hour at the point or surface where the dose is prescribed.

Misadministration means an event that meets the criteria in 180 NAC 7-115.

Mobile medicine service means the transportation of radioactive material and\or its medical use
at the client’s address.

Nuclear medicine technologist means an individual who meets the requirements of 180 NAC 7-
025.01 and is under the supervision of an authorized user, to prepare or administer radioactive
drugs to patients or human research subjects, or perform in vivo or in vitro measurements for
medical purposes.

Nuclear medicine technology means the science and art of in vivo or in vitro detection and
measurement of radioactivity and the administration of radioactive drugs to patients or human
research subjects for diagnostic and therapeutic purposes.

Output means the exposure rate, dose rate, or a quantity related in a known manner to these
rates from a brachytherapy source or a teletherapy, remote afterloader, or gamma stereotactic
radiosurgery unit for a specified set of exposure conditions.

Patient intervention means actions by the patient or human research subject, whether intentional
or unintentional, such as dislodging or removing treatment devices or prematurely terminating the
administration.

Preceptor means an individual who provides, directs, or verifies training and experience required
for an individual to become an authorized user, an authorized medical physicist, an authorized
nuclear pharmacist, a nuclear medicine technologist, a radiation therapy technologist or a
Radiation Safety Officer.

Prescribed dosage means the specified activity or range of activity of radioactive drug as
documented:

1. In a written directive as specified in 180 NAC 7-019; or
2. In accordance with the directions of the authorized user for procedures performed per
180 NAC 7-041, 7-044 and 7-048.
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Prescribed dose means:

1. For gamma stereotactic radiosurgery, the total dose as documented in the written
directive;

2. For teletherapy, the total dose and dose per fraction as documented in the written
directive;

3. For manual brachytherapy, either the total source strength and exposure time or the
total dose as documented in the written directive; or

4. For remote brachytherapy afterloaders, the total dose and dose per fraction as
documented in the written directive.

Pulsed dose-rate remote afterloader (PDR) means a special type of remote afterloading device
that uses a single source capable of delivering dose rates in the “high dose-rate” range, but:

1. Is approximately one-tenth of the activity of typical high dose-rate remote afterloader
sources; and;

2. Is used to simulate the radiobiology of a low dose-rate treatment by inserting the
source for a given fraction of each hour.

Radiation Safety Officer (RSO) means an individual who:
1. Meets the requirements in 180 NAC 7-022.01 and 7-026;
2. Is identified as a Radiation Safety Officer on a Nuclear Regulatory Commission or
Agreement State license or other equivalent permit or license recognized by the
Department for similar types and uses of radioactive material.

Radiation therapist means an individual who meets the requirements of 180 NAC 7-025.02 and
is under the supervision of an authorized user to perform procedures and apply radiation emitted
from sealed radioactive sources to human beings for therapeutic purposes.

Radiation therapy technology means the science and art of applying radiation emitted from sealed
radioactive sources to patients or human research subjects for therapeutic purposes.

Radioactive drug means any chemical compound containing radioactive material that may be
used on or administered to patients or human research subjects as an aid in the diagnosis,
treatment, or prevention of disease or other abnormal condition.

Sealed Source and Device Registry means the national registry that contains all the registration
certificates maintained by the Nuclear Regulatory Commission, that summarize the radiation
safety information for the sealed sources and devices and describe the licensing and use
conditions approved for the product.

Stereotactic radiosurgery means the use of external radiation in conjunction with a stereotactic
guidance device to precisely deliver a dose to a treatment site.
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Structured education _program means an educational program designed to impart particular
knowledge and practical education through interrelated studies and supervised training.

Teletherapy means a method of radiation therapy in which collimated gamma rays are delivered
at a distance from the patient or human research subject.

Temporary job site means a location where mobile medical services are conducted other than
those location(s) of use authorized on the license.

Therapeutic dosage means a radiation dosage of unsealed radioactive material that is intended
to deliver a radiation dose to a patient or human research subject for palliative or curative
treatment.

Therapeutic dose means a radiation dose delivered from a source containing radioactive material
to a patient or human research subject for palliative or curative treatment.

Treatment site means the anatomical description of the tissue intended to receive a radiation
dose, as described in a written directive.

Type of use means use of radioactive material as specified in 180 NAC 7-041, 7-044, 7-048, 7-
055, 7-065, 7-067 or 7-085.

Unit dosage means a dosage that:

1. Is obtained or prepared in accordance with the regulations for uses described in 180
NAC 7-041, 7-044, or 7-048; and
2. Is to be administered as a single dosage to patient or human research subject without

any further manipulation of the dosage after it is initially prepared.

Written directive means an authorized user’s written order for the administration of a radioactive
material or radiation from radioactive material to a specific patient or human research subject, as
specified in 180 NAC 7-019.

7-003 MAINTENANCE OF RECORDS: Each record required by this 180 NAC 7 must be legible
throughout the retention period specified by Titlel80. The record may be the original, a
reproduced copy or a microform provided that the copy or microform is authenticated by
authorized personnel and that the microform is capable of producing a clear copy throughout the
required retention period. The record may also be stored in electronic media with the capability
for producing legible, accurate, and complete records during the required retention period.
Records such as letters, drawings, specifications, must include all pertinent information such as
stamps, initials, and signatures. The licensee must maintain adequate safeguards against
tampering with and loss of records.

7-004 PROVISIONS FOR RESEARCH INVOLVING HUMAN SUBJECTS: A licensee may
conduct research involving human subjects using radioactive material provided:
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7-004.01 That the research is conducted, funded, supported, or regulated by a Federal
agency which has implemented the Federal Policy for the Protection of Human Subjects.
Otherwise, a licensee may apply for and receive approval of a specific amendment to its
Department license before conducting such research. Both types of licensees must, at a
minimum, obtain prior informed consent from the human subjects and obtain prior review
and approval of the research activities by an “Institutional Review Board” in accordance
with the meaning of these terms as defined and described in the Federal Policy for the
Protection of Human Subjects;

7-004.02 The research involving human subjects authorized in 180 NAC 7-004.01 maybe
conducted using radioactive material authorized for medical use in the license; and

7-004.03 Nothing in 180 NAC 7-004 relieves the licensee from complying with the
requirements in 180 NAC 7.

7-005 U.S. FOOD AND DRUG ADMINISTRATION (FDA), FEDERAL AND STATE
REQUIREMENTS: Nothing in this 180 NAC 7 relieves the licensee from complying with
applicable FDA, Federal, and State requirements governing radioactive drugs or devices.

7-006 IMPLEMENTATION:

7-006.01 A licensee must implement the provisions in 180 NAC 7 on the effective date of
these regulations, with the exception of requirements listed in 180 NAC 7-006.02.

7-006.02 When a requirement of 180 NAC 7 differs from the requirement in an existing
license condition, the requirement in 180 NAC 7 will govern.

7-006.03 Any existing license condition that is not affected by a requirement in 180 NAC
7 remains in effect until there is a license amendment or license renewal.

7-006.04 If a license condition exempted a licensee from a provision of 180 NAC 7, it will
continue to exempt a licensee from the corresponding provision in 180 NAC 7.

7-006.05 If a license condition cites provisions in 180 NAC 7 that has been deleted , then
the license condition remains in effect until there is a license amendment or renewal that
modifies or removes the license condition.
7-006.06 Licensees must continue to comply with any license condition that requires it to
implement procedures required by 180 NAC 7-070, 7-076, 7-077 and 7-078 until there is
a license amendment or renewal that modifies the license condition.

GENERAL REGULATORY REQUIREMENTS

7-007 LICENSE REQUIRED
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7-007.01 A person may only manufacture, produce, prepare, acquire, receive, possess,
use, or transfer radioactive material for medical use in accordance with a specific license
issued by the Department, the U.S. Nuclear Regulatory Commission or an Agreement
State, or as allowed by 180 NAC 7-007.02 or 7-007.03.

7-007.02 An individual may receive, possess, use or transfer radioactive material in
accordance with 180 NAC 7 under the supervision of an authorized user as provided in 180
NAC 7-018, unless prohibited by license condition.

7-007.03 An individual may prepare unsealed radioactive material for medical use in
accordance with the regulations in 180 NAC 7 under the supervision of an authorized
nuclear pharmacist or authorized user as provided in 180 NAC 7-018, unless prohibited by
license condition.

7-008 APPLICATION FOR LICENSE, AMENDMENT, OR RENEWAL

7-008.01 An application must be signed by the applicant’s or licensee’s management.

7-008.02 An application for a license for medical use of radioactive material as described
in 180 NAC 7-041, 7-044, 7-048, 7-055, 7-065, 7-067 and 7-085 must be made by filing
an original of Form NRH-7 and 7A (Medical), “Application for Radioactive Material License
- Medical’. For guidance in completing the form, refer to the instructions in the most
current versions of the appropriate Regulatory Guides.

7-008.03 A request for a license amendment or renewal may be submitted as an original
in letter format. For guidance in completing the form, refer to the instructions in the most
current version of the appropriate Regulatory Guide.

7-008.04 In addition to the requirements of 180 NAC 7-008.02 and 7-008.03, an
application for a license or amendment for medical use of radioactive material as
described in 180 NAC 7-085 must also include information regarding any radiation safety
aspects of the medical use of the material that is not addressed in 180 NAC 7-001 through
7-040, as well as any specific information on:

1. Radiation safety precautions and instructions;

2. Training and experience of proposed users;

3 Methodology for measurement of dosages or doses to be administered to
patients or human research subjects; and

4, Calibration, maintenance, and repair of instruments and equipment necessary
for radiation safety.

7-008.05 An applicant or licensee must also provide any other information requested by
the Department that has been determined to be reasonable and necessary for the review
of the application.
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7-008.06 An applicant that satisfies the requirements specified in 180 NAC 3-013.02 may
apply for a Type A specific license of broad scope.

7-009 MOBILE MEDICAL SERVICE ADMINISTRATIVE REQUIREMENTS

7-009.01 The mobile medical service must be licensed if the service receives, uses or
possesses radioactive material. The client of the mobile medical service must be licensed
if the client receives or possesses radioactive material to be used by a mobile medical
service.

7-009.02 Mobile medical service licensees must obtain a letter signed by the
management of each location where services are rendered that authorizes use of
radioactive material at the client’s address of use. This letter must clearly delineate the
authority and responsibility of both the client and the mobile medical service. If the client
is licensed, the letters must document procedures for natification, receipt, storage and
documentation of transfer of radioactive material delivered to the client’s address for use
by the mobile medical service.

7-009.03 A mobile medical service must not have radioactive material delivered directly
from the manufacturer or the distributor to the client, unless the client has a license
allowing possession of the radioactive material. Radioactive material delivered to the
client must be received and handled in conformance with the client’s license.

7-009.04 A mobile medical service must inform the authorized user identified in 180 NAC
7-018.03 at each client’'s address of use at a time prior to the radioactive material being
administered.

7-009.05 A licensee providing mobile medical services must retain the letter required in
180 NAC 7-009.02 in accordance with 180 NAC 7-097.

7-009.06 A mobile medical service licensee must, at a minimum, maintain the following
documents on each mobile unit:

The current operating and emergency procedures;

A copy of the license;

Copies of the letter required by 180 NAC 7-009.02;

Current calibration records for each survey instrument, diagnostic equipment,
and dose calibration systems in use;

Quality control tests and records of quality control required by 180 NAC 7-028;
and

6.  Survey records covering uses associated with the mobile unit during, at a
minimum, the preceding 30 calendar days.

PN

o

7-009.07 A mobile medical service licensee must maintain all records required by 180
NAC 4 and 7 at a location within the Department’s jurisdiction that is:
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7-010

1. Asingle address of use:
a. Identified as the records retention location; and
b. Staffed at all reasonable hours by individual(s) authorized to provide the
Department with access for purposes of inspection; or

2. On the mobile unit;

a. Identified in the license; and
b. Whose current client’s address schedule and location is reported to the
Department.

LICENSE AMENDMENTS: A licensee must apply for and receive a license amendment

before:

7-010.01 Receiving, preparing or using radioactive material for a type of use that is
permitted under 180 NAC 7-007, but that is not authorized on the licensee’s current license
issued under 180 NAC 7;

7-010.02 Permitting anyone to work as an authorized user, authorized nuclear
pharmacist, or authorized medical physicist under the license, except an individual who
is:

1. An authorized user, who meets the requirements in 180 NAC 7-027 and 7-
043.01, 7-047.01, 7-051.01, 7-052.01, 7-053.01, 7-063.01, 7-066.01,and 7-
084.01;

2. An authorized nuclear pharmacist, who meets the requirements in 180 NAC 7-
024 and 7-027;

3. An authorized medical physicist, an individual who meets the requirements in
180 NAC 7-027 and 7-023.01 and 7-023.04; ;

4, Identified as an authorized user, authorized nuclear pharmacist or authorized

medical physicist on a U.S. Nuclear Regulatory Commission or Agreement
State or other equivalent permit or license recognized by the Department that
authorizes the use of radioactive material in medical use or in the practice of
nuclear pharmacy, respectively;

5. Identified as an authorized user on a permit that authorized nuclear pharmacist,
or authorized medical physicist on a permit by a Nuclear Regulatory
Commission or Agreement State specific license of broad scope that authorize
the use of radioactive material in medical use or in the practice of nuclear
pharmacy, respectively.

7-010.03 Changing a Radiation Safety Officer, except as provided in 180 NAC 7-015.05;

7-010.04 Receiving radioactive material in excess of the amount or in a different physical
or chemical form, than is authorized on the license;
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7-010.05 Adding to or changing the areas of use identified in the application or on the
license;

7-010.06 Changing the address(s) of use identified in the application or on the license;

7-010.07 Changing statements, representations, and procedures which are incorporated
into the license; and

7-010.08 Releasing licensed facilities for unrestricted use.

7-011 NOTIFICATIONS

7-011.01 A licensee must provide to the Department a copy of the board certification and
the written attestation(s), signed by a preceptor, the U.S. Nuclear Regulatory Commission
or Agreement State license, the permit issued by a U.S. Nuclear Regulatory Commission
master material licensee, the permit issued by a U.S. Nuclear Regulatory Commission or
Agreement State licensee of a broad scope, or the permit issued by a U.S. Nuclear
Regulatory Commission master material license broad scope permittee, or documentation
that only accelerator produced radioactive materials, discrete sources of radium-226, or
both, were used for medical use or in the practice of nuclear pharmacy at a Government
agency or Federally recognized Indian Tribe before November 30, 2007 or at all other
locations of use before August 8, 2009, or an earlier date as noticed by the U.S. Nuclear
Regulatory Commission and for each individual no later than 30 days after the date that
the licensee permits the individual to work as an authorized user, an authorized nuclear
pharmacist, or an authorized medical physicist, pursuant to 180 NAC 7-010.02. For
individuals permitted to work under 180 NAC 7-010.02, items within the same 30 day time
frame, the licensee must also provide as appropriate, verification of completion of:

1. Any additional case experience required in 180 NAC 7-051.02, item 1.b.(6) for
an authorized user under 180 NAC 7-048;

2. Any additional training required in 180 NAC 7-084.04 for an authorized user
under 180 NAC 7-067; and

3. Any additional training required in 180 NAC 7-023.04 for an authorized medical
physicist.

7-011.02 A licensee must notify the Department by letter no later than 30 days after:

1. An authorized user, an authorized nuclear pharmacist, Radiation Safety Officer,
or an authorized medical physicist permanently discontinues performance of
duties under the license or has a name change; or

The licensee’s mailing address changes; or

The licensee’s name changes, but the name change does not constitute a
transfer of control of the license as described in 180 NAC 3-017.02.

wnN

7-011.03 The licensee must mail documents required in 180 NAC 7-010 to the appropriate
address identified in 180 NAC 1-002.

10
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7-012 EXEMPTIONS REGARDING TYPE A SPECIFIC LICENSE OF BROAD SCOPE: A

licensee possessing a Type A specific license of broad scope for medical use, issued under 180
NAC 03-013 is exempt from:

7-012.01 The provisions of 180 NAC 7-008.04 regarding the need to file an amendment
to the license for medical use of radioactive material as described in 180 NAC 7-085.

7-012.02 The provisions of 180 NAC 7-010.02 regarding the need to file an amendment
before permitting anyone to work as an authorized user, an authorized nuclear pharmacist
or an authorized medical physicist under the license;

7-012.03 The provisions of 180 NAC 7-010.05 regarding additions to or changes in the
areas of use at the addresses specified in the license;

7-012.04 The provisions of 180 NAC 7-011.01 regarding notification to the Department
for new authorized users, new authorized nuclear pharmacists and new authorized
medical physicists;

7-012.05 The provisions of 180 NAC 7-021.01 regarding supplier for sealed sources.

7-013 LICENSE ISSUANCE

7-013.01 The Department will issue a license for the medical use of radioactive material

if:

PwnN

The applicant has filed NRH-5A (Medical), “Application for Radioactive Material
License — Medical” in accordance with instructions in 180 NAC 7-008.

The applicant has paid any applicable fee as provided in 180 NAC 18;

The applicant meets the requirements of 180 NAC 3; and

The Department finds the applicant equipped and committed to observe the
safety standards established by the Department in 180 NAC for the protection
of public health and safety.

7-013.02 The Department will issue a license for mobile medical service if the applicant:

1.
2.

Meets the requirements in 180 NAC 7-013.01; and

Assures that individuals to whom radioactive drugs or radiation from implants
containing radioactive material will be administered may be released following
treatment in accordance with 180 NAC 7-037.

7-014 SPECIFIC EXEMPTIONS: The Department may, upon application or upon its own

initiative, grant such exemptions from the requirements of 180 NAC 7 as it determines are
authorized by law and will not results in undue hazard to public health and safety or property.

GENERAL ADMINISTRATIVE REQUIREMENTS

11
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7-015 RADIATION PROTECTION PROGRAM

7-015.01 The program must include notice to workers of the program's existence and
workers responsibility to help keep dose equivalents ALARA, a review of the summaries
of the types and amounts of radioactive material used, occupational doses, changes in
radiation safety measures, and continuing education and training for all personnel who
work with or in the vicinity of radioactive material. The purpose of the review is to ensure
that licensees make every reasonable effort to maintain individual and collective
occupational doses ALARA.

7-015.02 The licensee must retain a current written description of the ALARA program for
the duration of the license. The written description must include:

1. A commitment by management to keep occupational doses as low as
reasonably achievable;

2. A requirement that the Radiation Safety Officer brief management once each
year on the radiation safety program; and

3. Personnel exposure investigational levels that, when exceeded, will initiate a

prompt investigation by the Radiation Safety Officer of the cause of the
exposure and a consideration of actions that might be taken to reduce the
probability of recurrence.

7-015.03 In addition to the radiation protection program requirements of 180 NAC 4-004,
a licensee’s management will approve in writing: Requests for a license application,
renewal, or amendment before submittal to the Department;

1. Any individual before allowing that individual to work as an authorized user,
authorized nuclear pharmacist, or authorized medical physicist; and
2. Radiation protection program changes that do not require a license amendment

and are permitted under 180 NAC 7-016;

7-015.04 A licensee’s management must appoint a Radiation Safety Officer, who agrees,
in writing, to be responsible for implementing the radiation protection program. The
licensee, through the Radiation Safety Officer, must ensure that radiation safety activities
are being performed in accordance with licensee-approved procedures and regulatory
requirements.

7-015.05 For up to 60 days each year, a licensee may permit an authorized user or an
individual qualified to be a Radiation Safety Officer (RSO) to function as a temporary
Radiation Safety Officer and perform the functions of a Radiation Safety Officer, as
provided in 180 NAC 7-015.07, provided the licensee takes the actions required in 180
NAC 7-015.02, 7-015.06, 7-015.07 and 7-015.010. A licensee may simultaneously
appoint more than one temporary RSO, if needed, to ensure that the licensee has a
temporary RSO that satisfies the requirements to be an RSO for each of the different uses
of radioactive material permitted by the license.

12
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7-015.06 A licensee must establish in writing the authority, duties, and responsibilities of
the Radiation Safety Officer.

7-015.07 A licensee must provide the Radiation Safety Officer sufficient authority,
organizational freedom, time, resources and management prerogative to:

Identify radiation safety problems;

Initiate, recommend, or provide corrective actions;
Stop unsafe operations; and,

Verify implementation of corrective actions.

PR

7-015.08 Licensees that are authorized for two or more different types of use under 180
NAC 7-048, 7-055, 7-067 and 7-085, or one or more types of units under 180 NAC 7-067,
will establish a Radiation Safety Committee to oversee all uses of radioactive material
permitted by the license. The Committee must include an authorized user of each type of
use permitted by the license, the Radiation Safety Officer, a representative of the nursing
service, and a representative of management who is neither an authorized user nor a
Radiation Safety Officer, and may include other members the licensee deems appropriate.

7-015.09 A licensee’s Radiation Safety committee will meet as necessary, but at a
minimum will meet at intervals not the exceed six months. The licensee will maintain
minutes of each meeting in accordance with 180 NAC 7-086.

7-015.10 A licensee must retain a record of actions taken under 180 NAC 7-015.01, 7-
015.02 and 7-015.05 in accordance with 180 NAC 7-086.

7-016 RADIATION PROTECTION PROGRAM CHANGES

7-016.01 A licensee may revise its radiation protection program without Department
approval if:

1. The revision does not require a license amendment under 180 NAC 7-010;

2. The revision is in compliance with the regulations and the license;

3 The revision has been reviewed and approved by the Radiation Safety Officer,
licensee management and licensee’s Radiation Safety Committee (if
applicable); and

4, The affected individuals are instructed on the revised program before the
changes are implemented.

7-016.02 A licensee must retain a record of each change in accordance with 180 NAC 7-
087.

7-017 DUTIES OF AUTHORIZED USER AND AUTHORIZED MEDICAL PHYSICIST

7-017.01 Only authorized users for the type of radioactive material used can:

13
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1. Prescribe the radiopharmaceutical dosage and/or dose to be administered
through the issuance of a written directive or reference to the diagnostic clinical
procedures manual; and

2. Direct, as specified in 180 NAC 7-018 and 7-019, or in license conditions, the
administration of radioactive material for medical use to patients or human
research subjects;

3. Prepare and administer, or supervise the preparation and administration of
radioactive material for medical use, in accordance with 180 NAC 7-007.02, 7-
007.03 and 7-018;

4, Perform the final interpretation of the results of tests, studies, or treatments.

7-017.02 Only authorized medical physicists can perform, as applicable:

1.

2.

Full calibration measurement as described in 180 NAC 7-073, 7-074, and 7-
075; and
Radiation surveys as described in 180 NAC 7-080.

7-018 SUPERVISION

7-018.01 A licensee permitting the receipt, possession, use, or transfer of radioactive
material by an individual under the supervision of an authorized user as allowed by 180
NAC 7-007.02, must:

1.

In addition to the requirements of 180 NAC 10-003, instruct the supervised
individual in the licensee’s written radiation protection procedures, written
directive procedures, regulations of 180 NAC 7, and the license conditions with
respect to the use of radioactive material; and

Require the supervised individual to follow the instructions of the supervising
authorized user for medical uses of radioactive material, written radiation
protection procedures, written directive procedures, regulations of 180 NAC 7,
and license conditions with respect to the medical use of radioactive material.
Require that only those individuals specifically trained, and designated by the
authorized user, be permitted to administer radionuclides or radiation to patients
or human research subijects.

Require the authorized user to audit the performance of each supervised
individual initially and at least annually. The audit must include verification that
the supervised individual is meeting the requirements of 180 NAC 7-018.01,
item 2 and physical observation of the individual performing the duties the
authorized user has delegated to them.

7-018.02 A licensee permitting the preparation of radioactive material for medical use by
an individual under the supervision of an authorized nuclear pharmacist or physician who
is an authorized user, as allowed by 180 NAC 7-007.03, must:

14
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1. Train and instruct the supervised individual in the preparation of radioactive
material for medical use, as appropriate to that individual’'s involvement with
radioactive material; and

2. Require the supervised individual to follow the instructions of the supervising
authorized user or authorized nuclear pharmacist regarding the preparation of
radioactive material for medical use, the written radiation protection procedures,
the regulations of 180 NAC 7, and license conditions.

7-018.03 Unless physical presence as described in other sections of 180 NAC 7 is
required, a licensee who permits supervised activities under 180 NAC 7-018.01 and 7-
018.02 must require an authorized user to be immediately available (by telephone within
ten minutes) to communicate with the supervised individual, and

7-018.04 A licensee that permits supervised activities under 180 NAC 7-018.01 and 7-
018.02 is responsible for the acts and omissions of the supervised individual.

7-019 WRITTEN DIRECTIVES

7-019.01 A written directive must be dated and signed by an authorized user prior to
administration of 1-131 sodium iodide greater than 1.11 Megabecquerels (MBq) (30
microcuries (UCi)), any therapeutic dosage of unsealed radioactive material or any
therapeutic dose of radiation from radioactive material.

1. If, because of the emergent nature of the patient's condition, a delay in order to
provide a written directive would jeopardize the patient's health, an oral directive
is acceptable, provided that the information contained in the oral directive is
documented as soon as possible in writing in the patient's record and a written
directive is prepared within 48 hours of the oral directive.

7-019.02 The written directive must contain the patient or human research subject's name
and the following information:

1. For any administration of dosage of radioactive drug containing radioactive
material, the radioactive drug containing radioactive material, dosage, and the
route of administration;

2. For gamma stereotactic radiosurgery, the total dose, treatment site, and number
of target coordinate settings per treatment for each anatomically distinct
treatment site;

3. For teletherapy, the total dose, dose per fraction, number of fractions, and
treatment site;

4, For high dose-rate remote afterloading brachytherapy: the radionuclide,
treatment site, dose per fraction, number of fractions, and total dose; or

5. For all other brachytherapy, including low, medium, and pulsed dose rate

remote afterloaders:

a. Prior to implantation: treatment site, the radionuclide, and dose; and

15
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b. After implantation but prior to completion of the procedure: the
radioisotope, treatment site, number of sources, and total source strength
and exposure time (or the total dose).

7-019.03 A written revision to an existing written directive may be made provided that the
revision is dated and signed by an authorized user prior to the administration of the dosage
of radioactive drug containing radioactive material, the brachytherapy dose, the gamma
stereotactic radiosurgery dose, the teletherapy dose, or the next fractional dose.

1. If, because of the patient's condition, a delay in order to provide a written
revision to an existing written directive would jeopardize the patient's health, an
oral revision to an existing written directive will be acceptable, provided that the
oral revision is documented as soon as possible in the patient's record and a
revised written directive is signed by the authorized user within 48 hours of the
oral revision.

7-019.04 The licensee must retain a copy of the written directive in accordance with 180
NAC 7-088.

7-020 PROCEDURES FOR ADMINISTRATIONS REQUIRING A WRITTEN DIRECTIVE

7-020.01 For any administration requiring a written directive, the licensee will develop,
implement, and maintain written procedures to provide high confidence that:

1. The patient’s or human research subject’'s identity is verified before each
administration; and
2. Each administration is in accordance with the written directive.

7-020.02 The procedures required by 180 NAC 7-020.01 must, at a minimum, address the
following items that are applicable to the licensee’s use of radioactive material:

1.  Verifying the identity of the patient or human research subject:

2. Verifying that the specific details of the administration is in accordance with the
treatment plan, if applicable, and the written directive.

3.  Checking both manual and computer-generated dose calculations; and

4. Verifying that any computer-generated dose calculations are correctly
transferred into the consoles of therapeutic medical units authorized by 180
NAC 7-067 or 7-085.

7-021 SUPPLIERS FOR SEALED SOURCES OR DEVICES FOR MEDICAL USE: For medical
use, a licensee may only use:

7-021.01 Sealed sources or devices initially manufactured, labeled, packaged, and
distributed in accordance with a license issued pursuant to 180 NAC 3 or the equivalent
regulations of the U.S. Nuclear Regulatory Commission, or another Agreement State;
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7-021.02 Teletherapy sources manufactured and distributed in accordance with a license
issued pursuant to 180 NAC 3, or the equivalent regulations of the U.S. Nuclear
Regulatory Commission or another Agreement State.

7-022 TRAINING FOR RADIATION SAFETY OFFICER: Except as provided in 180 NAC 7-026,

the licensee must require an individual fulfilling the responsibilities of the Radiation Safety Officer
as provided in 180 NAC 7-015 to be:

7-022.01 An individual who is certified by a specialty board whose certification process
has been recognized by the Department, an Agreement State or the U.S. Nuclear
Regulatory Commission and who meets the requirements in 180 NAC 7-022.04 and 7-
022.05. (The names of board certifications which have been recognized by the U.S.
Nuclear Regulatory Commission or an Agreement State will be posted on the NRC’s web

page.)

1. To have its certification process recognized, a specialty board will require all
c